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1. [ ZL»IC

IS O - BEMEOHER DT DIZ1T, BT SIESFITE S i B A A R
BND, 6T, IEOREREMOMEMRIZ L0 FUKEIRS 72 & OHH 72 3 1E A%
FPEZRLDARIND T T, 2 HOERGNZ EICHNERBFITRMLT 5 2 L BBED
FRRE L 7o TR Y RFEMBOEE & O AT EE 2016 O3 28 4 6 A 2 H M#ERE)
IZBWTH, FHEEGLEOEHOREE(LHELZXS Z & L3 Tnd,

BORVERRSFESR T, KEERASCL 2T 0 7 7 A VDBBEEOEIRSL & I D i
RHZENDD, DD, HEROLZEMEIZET HIERNHERET 5 £ TORM,
VHEIRMOREZMLZIT 5 2 EBRHIFF SN EFIC LTERT S & &bz, mIfE
RMFEBL L 7RI B 23t & D 2 & DA hE /e — 8 O B 2 7= 3 H BRI ¢ A
THZENEETHD,

L7 oT, RHA T4 Tl BARBEESINE TR LTV D ESEIREN -
BRI EED & | DUT O EIKE O el 70 8 2 HEE S 2 8L b B e ik B 2
FROEEFREEZRT,

BRI, RHA BT A 3 MAZATBAE NEIR L EREISHA OHE, NS EEEARAER
BRI o . — A EEN B ARBRRNEHE S K O— A FE AN B AR F SO O
b EER LT,

MR EMRDERN T MY 7 REFHE 840mg (—fik4 : 77V U A~ 7 (BT

FHHEZ))
SR LR DRENIIZE - PD-L1 D RV U JRENED D HER2 Fattd FIFARE XL
LR R

WHELRAMERORE : X7 U Z %8 )L (TAT I RER) L ofHick T, @E.
FRNIZIET 7Y ) A=7 (BEEFHHEEZ) & LTI A 840mg %
60 437 F T 2 FAMIHING CRIEFHET 2, 2. HIERGOEEE
PERBIFCHIVUE, 2 [\ B LD 58 RE 30 4y £ CEfET
ERAR
B Ik T ¥ H  PAMUIEREA S
(%)
RV ZXEN (TAT I RETR) OBRE IR, HIEROHE
A B SR
FIEROHE :: 77V U A~7 (Biai#fz) Loz, @E, A S
7V Z%EE LT, 1 H1E100mgm? (KRERERE) % 30 5000 TR
WEHEL, 272 &b 6 HHARIE ST 2, A | [ 5-% 3 g L, 4
HEIIAEST S, chad 1l a—RE LT, HEEBEVIRT, 7t BF
OIRAEIZ LV T EIRET D,
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2. KFNOFHE 1ERIBEF

T b 7 AL 840mg (R4 7TV ) A~ T (B ). DLF TR

A v ,) 1E, KED Genentech, Inc.iZ & Y FI#E X 7172 programmed cell death ligand 1
(LLF. TPD-L1] &\ 9,) It 56E s a7 Gl (IgGl) 727 7 2Dt MEE
J 7 a—FNHETH D,

CD274 (PD-L1) &, EEMNIZEW THUFIR SIS IZEI L TRV | & ELY
V8ER (T MR, BAMIfR L N F = T % 7 —T fifn) 2B+ 5 CD279 (LLF, [PD-
1] & 5,) RUCD80 (B7-1) &ifia L. EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24) , F£7=. PD-L1 {%, Fix DOff
EAEIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S A
THk Y. PD-L1 & PD-1 24 U783, JEGHL S HFURSR A7 T Mifd & OB
T HFDO—D2 L LTEZLNLTNAS,

ARANL, PD-L1 OMISMEIRIZHE G L, PD-L1 & PD-1 &L DA EET 2 2 L5
U DATURFEER 2 T Mifa oM EFTEME 2R U, 5 OHEM LI+ 2 &5 %
LTV 5D,

ZID DHIEN G | AANTHENEREG T 287 R InEKIC 2 0155 b O L WIRF S,
FUREE 2t R & LT ER 2 Ehi U, Ak, Ltk XA R I N,

AFNDOVE RSSO GRERIRC L D RIEREDR S bbi, BT
(CED AR B D, AFIDOBEG- R ORERIZIT, BEOBSRE 7512470 BEN
D BT AT, FEB L2 FRITIE U 7S MR 22 0k & B8R 2 R D ERD &g L T
WY BERFE W 2 ATV B DS RISIT X D RITER 23 5D 2 %A 12id. B RE AR
IV CHIDBGE O RLEZAT O MER D D,



3. BRI

BB VZEE (BLF, THR) W9 ,) Mo b BRI 81K 2 (BLF,
THER2) &9 .) BEMEDOFITARE ST FFE IR O AR RN 21T - 72 3 722 B R ek
DRAR % T,

[ 2]

O [EBESLESF ARG RRER (IMpassion130 5X5R)

HRf% « FRREFLIE IS 33 2 2F PEORIREE D 720y HR M2 HER2 B2 O FHli R i8
AT B 902 il (HARN 65 & Emte) ZxtBIT, A 840mg KU 27 ) &Z %
v (A7 UREAD) (LU, Thab-PTX) W9 ,) OFF#EE ORAIGHAERE, 451
) OFINER W2tk E 77 B AR K nab-PTX OS5 (nab-PTX B, 451 f5]) &
P 25 I AHRRER 2 Fhe L 72", EER b Sz E D 5 B, 369 il (AAAN 25 i
ZEte, AFIGHARE 185 #, nab-PTX £f 184 i) 7% PD-L1 [BPERFHEM™ & &z,

T oA MESNIZEED 9 B, PD-L1 Bt BB LRI T, AFIDFHAEE T nab-PTX
B & Ml U CEEFHMIEE O — > Th 2 WA OB RIEE RO b (N
— N [95% (5 4EHX[H]] @ 0.62 [0.49,0.78], P<0.0001 [J&%5!] log-rank f7E ], A EAKAER
1 0.005) . H Il [95% (MK 1 IAKIDFHRET 7.46 [6.70,9.23] %7 A, nab-PTX
T4.96 [3.81,555] WATH-7= QUSFEA4H1THT =Xy bA7, K1),

14l & 1A 27 0E LT E 1 KOS HRICARKIXIZT 7 B A% FIRNE S L7Z, nab-PTX 1% 100

mg/m? %% 1, 8 XV 15 A BIZEIRNEE S LT,

*2 1 X & OptiViewPD-L1(SP142) % FI T, MEEHAMR A IZI51T % PD-L1 Z 5 EL L 7= fEEHE 1 5

IS 5D BEIE (I0) IZOWTIHFRIIE S, IC1253 IC=1%) Th HE-A1T PD-L1 Bk & &y

7=,
1.0
091
0.8+
40 0.7-
\
g 0.6 1 \
#H 05+
¥ ;]
¥ o34
024 ' ’\‘
e Nab-PTXEE '
00 ces ABIGFE )
Y R 159Y
T L4 " | - L i | T 1 4 T T T
at risk £ 0 3 6 ) 12 15 18 21 24 27 30 33(R)
nab-PTXE: 184 127 62 44 2 1 5 5 |
AFIGHEEE 185 146 104 75 38 19 10 6 2 f

1 MEHEEA TP O Kaplan-Meier HifR (PD-L1 5 REEM)
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[Z414]
O EFEL RSN ARFER (IMpassion]13073K5#7)

HEFEGIIARKIOFHEEDA449/452] (99.3%) . nab-PTXEED429/438%1 (97.9%) 258
Hav, IRBRIE L OEREBIRNEE T E WA FEFLIIAFOF HEE436/4521051 (96.5%)
nab-PTXHEIZ410/438%1 (93.6%) 78 HivIz, FHLRD5%LL EOAA| & O KREBER S
ETERVWEEERRIIRIOLBY THhoT-,

F1  FEHRPS%L LOKRAF L OREBEENEE T RVWAEES
(IMpassion130385%) (2 BMERATRISER)

IRERIRSYEE (SOC: System Organ Class) AZIGFHEE (452 1)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) B (%) B (%)
A& DRRBRPEETERVWEHFEES | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFREER OB G OREE 210 (46.5%) 19 (4.2%) 0
Ty 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1 (0.2%) 0
) hE 28 (6.2%) 2 (0.4%) 0
HLIE 23 (5.1%) 1 (0.2%) 0
BIBkEE 196 (43.4%) 13 (2.9%) 0
P 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
(74 35 (7.7%) 1 (0.2%) 0
s i 27 (6.0%) 1 (0.2%) 0
BB K OV T ALk RE 157 (34.7%) 6 (1.3%) 0
SI5 51 (11.3%) 2 (0.4%) 0
5 FEE 40 (8.8%) 0 0
Jii B 39 (8.6%) 1 (0.2%) 0
MR LY AR E 76 (16.8%) 15 (3.3%) 0
2. 54 (11.9%) 2 (0.4%) 0
I T ER R i 29 (6.4%) 11 (2.4%) 0
Por W 55 77 (17.0%) 3 (0.7%) 0
FOPR IR REAR T 57 (12.6%) 0 0
PR RIEE 107 (23.7%) 14 (3.1%) 0
SEYR 35(7.7%) 1 (0.2%) 0
B L 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
%K 30 (6.6%) 0 0
-0 A 28 (6.2%) 3 (0.7%) 0
R L OveakfEE 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
FR AR A 78 (17.3%) 24 (5.3%) 0
ALT 40 33 (7.3%) 6 (1.3%) 0
AST H#3n 29 (6.4%) 7 (1.5%) 0
N PN ON TRy kA 71 (15.7%) 3 (0.7%) 0
FA 29 (6.4%) 0 0

2B, ABIGHHAEC BV CRVEMEMEE 11 6] (2.4%) . FFSRERETE 47 61 (10.4%) .
e 2 Bl (0.4%) . KBS « BED TH 9 B (2.0%). FIRIERERE 78 1] (17.3%) .
BIFEEEBEREE 561 (1.1%) . BMZS - BEREZE 2 f51) (0.4%) . FhREFEE (T « N —EfE
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MEZET) 34 B (7.5%). BHEEDORKEEE 4 61 (0.9%). BHERES (RS FEM
BREE) 21 (0.4%) . infusion reaction 7 5 (1.5%) . &fFHERID « FEENE LT TP ERBVME
43 i (9.5%) K OVEYLIE 43 B (9.5%) 2GR LAz, Fo, 1 HBERI, T EAEHHE
PR, EEMEEAE, Mide. BERUTREME, DA, WILER L., SR i R s
SRBHRIEER O bR o T, AREWERBBUR LI E S (RAREEET 25T %
BB R E R T,



4. JEFRIZDOWT

AHN OGP 72 BE 2 2W - FrE L, AR OB GIZL Y BEELRRIER 2R LT
BRI T B Z M 7o  LLFOO~Q@ DT X T &z T hEaIcB W THFEHT 5
REXThHD,

O MEg%iz >V

O-1 TR (1) ~ (5) OWTHNNITHEYT Dk THDH Z &,

() JEAEFBREDSEET 503 AHFEEEILERRS (ERE RS A SRR B SRR,
HU 23 A RS FBEE L SRRE . HUBS AU HRIRBE 72 &)

(2) FrEREREImbT

(3) HENFREN TG E T D 03 VB RE ISP (D3 ARSI BT, 3 A2
W 1IEBE, 23 AR HEE R /e &)

(4) IRALFHIEE Al U, SRR L RIE2 R | USRI L A2 iR
2 DiF FEHEIAR D R 24T > TV D sk

(5) MRS AL B BN O i s L HEI AR D m &2 1T > T D fifiak

@D-2  FURE DAL E K ORIVE I FEBLRE O IS 5 70 ik & RRBR 2 RO R R (FR D
WFNZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnnHZ L,

*

AN ETEUS% 2 FFOWIANHE & T L7221 5 LA EO R AR DS RIHE %
{ToTWAHZ &, 96, 2L RIT, BAEYEEZ & LIEBRRIESGEONHE %
ITHoTWBHZ &,

ERSEFIGE 2 FOMMINHE ZAE T L721RIC 5 4L EOFRE O 0 VY%
& LIS = DORIRNHE 21T > T\ D Z &,

@ BN OEIE S FEWAE BLOARHNZ DT

I REBUCEE T 2 EE PR E S, JIEREN O OFREA, AR - &2
VR B O E B ONERI 09 2 et AEFRNRAE LGOS
EH. FEDRERMNTONDIRHINE S TWnWD Z L,




® EHWEH A~ EHIZONWT
@-1 faa Az B3 2 Eif:

VR iR FR S o0 B S 7o BIVE F 2338 A2 L 72 BRI, 24 WSR2 IR 0 T | Y%t sk S
BEERE BT, 8B L2 RIWEANICIS U TR BE KL O CT 28 0 BIVEF O 8RN 288
IR OFER Y B PGB, B BIIxHRATRER IAHI N > T D 2k,

@-2 BERAEFHIC L B0 EFREIC T 5 2

WP D 5 B 7 FIE B O RE 2 T D ERERENREE T =2 ) >
EEDEEROAL V== VBTV EIRE &R A 4 T 5 F — AEREH
flHENTWDZ &, 2B, BAEEHIZOWT, BABRE L ZOFRICHIICTEMENT
W5HZ L,

@-3 BIEHOZWr=ox NIz LT

BIVER (MVEMEMZRE, IFHReiE - TR - PR K. KGR - EEE O TR, B
2. 1V UBEIRIE ., Wb (FUREREREE . BB RErEE . T HRAMREREE) . ik
[ (X7« NU—JEBREZ Te) . BEAEME I, MK - 655, infusion reaction,
g « AU RIRIE, BHsRelEE (RS MEMERRE) . BEOREEE. LK.
MERE RIEMRE, T MAPER I, St f MR PSRN . (L REDF AR o ik i

(G BRI | FEBEAF P EREE) . AL FIRIEDFHRE O RYYESE) 126 LT, ikl
B AT B R RSB D REFIME A A9 2 EA & U (RIVEH OBt lc B L TR
KOZEEZITONDRMEITH L L), EHITEYRAE N TE DRI ES>TND
&,



5. G Lo EE

(B2 B3 % 95 1H]

O ER - BRIAEITT 2 2 EORNREE O 72y PD-L1 BitE (EEHERIC T D
PD-L1 Z %8 U 7= JEERIE s M 23 (5 6 2 EIE MY 1%LL ) @ HR 2% 7> HER2
Bt D FITRRESUI TR ILEBF ITB WV TAA L nab-PTX & OUF G- OF 2
DRI NTND,

8. PD-LIORBIRIUCOWTIZT TV U A~ (Bl fH#aiz) oo =%
Vsl (BFE4 X % FOptiView PD-L1 (SP142)) ZHAWTHIET 5 Z &,

@ TFRLICEZ YT 2 BT D ARA DB K O GIEIZ W TR ARIOAF LMD
WESLSN TR LT, AAOHREGHIR LB,
o DOTHRAIOAHMENR R S TR OFTEMEEEA] & OfF 5
o iRl - AR IR

(2t BE+ 2 5]

O TRICEZY T LEEIZOVWTIIAFOTRG N ESR L SN TNWD Z b, 54217
DN b,
o KA LSBUE DB D & % B3

@ WBFEATOFHHIZIB N T FRICIEY T 2 BHIC OV T, AHlORGITHER S 20

DS, MOIRFEIIE D R WIGEITRY | HREICAHZENT2 2L 2ZETE 2,

o HHEMEMKEDOGHUTZ OBED H 2 BFH

o JuEBEiGR A CHE R 2780 5 B K OVEEIE OO B BRIMTE IS <058 Gt fit ¢ 55
DI IRIEVEZAL DN - B D B

o HOEREDOD D EEUTIEMERE L IXFFEMED B Qi im B OB RO
oD HBE

*  ECOG Performance Status 3-4 " 0B

(D ECOG @ Performance Status (PS)

Score

0 2 MR TEBTE 5, AT L [ U B AERNHRZ <ATZ 2,

1 PRSI LOTEBNIHIBR SAL DA, AITHRE T, BAEERIE - TOIERIIITH Z LN TE 2,
Bl - BVWFE, R

2 BATARETHAOH OMIY O Z LT N THREENERIT TE 20, AP0 50%LL B3~y FATii 24,

[RONTZEZOHGDOEIY O L LnTERY, HHO 50%LL L&~y RO Tl 7,

4 E<EF RV, BOFDEY OZ LFES TERY, FRICy Rk T I,
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6. BHICEEL TRHET & FH

O WISCEFITZ ., SERTEEE DRI 5 EBHEFITEED & ARH O RpE K OV
MOTDIZ LB R EWME B L TS 2 &,

@ REBLRIZEN D BE XX Z OFIRICH IR a2+ o0 L, REE245
ThokbETHZ L,

@ ERFWEHDO~FXT AL MZOWT

WEMEEN S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
W (PR IR, ik, FEEVE) OfERE R O X fifd 0 FEhas, Blgs 5
AT 2 &, Fio, BEIRUTHES CT, MiF~— —%Df& a2 £ 2
&,

AFNOP 5L EE O infusion reaction (2 2 TEAMFIZ 72D TE 5 Y
i &17T > 72 ECBsA L, ARFIE G R OARFIEGH T %I A Z A &
ET 5%, BEOREEZ /02853755 2 &, 7¢F5. infusionreaction % F8EL L
AT, 2 TOMBEROIERNZR2ICHET L E TEEE H0BET5 2
ks

FrpkterEs . Fo, ELEIERIS Db d 2 ENH DT, AFIO# L
AR O G-I I E BRI I sERERR & (AST. ALT. y-GTP, Al-P, U /L
EUEORE) HEMT DL L,

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H Db Z ENHDH D
T, ARANOF G- BRAART R OG- X E SN IS REMR A (TSH., A
T3, i T4, ACTH, M =25 — VR OflE) 2 3EhEd 252 &,

AR OFHIZ XY | BE ORISR T 5 L& 2 5Dk~ 7B e
DoHOLLNDZ ERDHDH, BENBDOOLNIZLEICIET, B LEFELIIL U
BLFR 72 05k & FRBR & REO R Rl & 8 U Cls Ul 2R BRI W 21 T IR ik
BOGIZ X2 EWER B 2358121, ABIOWRIESUTH 1L, R OEIE RE R
NECHOBRGEEZBET DI L, 7B, BIBERERLVE S OREIZLYEIE
R OUEDGRD B2 NGA T, BB BB R VE LIS O S il o
HLEET D,

B A& T, BEM 5D ARE L COLRIERANRET D Z R 5720,
AR OEEHETHIZHRHWEM ORI 2 ITEET D,

1 BUBERRIG A & o, BERFES TV R—V RZELZENRHDHDOT, O
B, O, EHEOTIRORBBCIBEM O LA HAEET S 2 L, 1 BER
WO HEIZIT G EZ I L, A >R Y RFI O B2 oY) 722 AL %
152 L,
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@ IMpassionl30 B TIXEG-BALAE D 48 I F Tl 8 WM., ZAuLARIE 12 #[H R
B CTHMEDOFTHI AT > T\ e 2 & 2 5B, AFIBRGHITEHICEGRE TR
ROMEREITH Z &,
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